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Telephone (973) 526-6008 

Public Health Service 

Central Region 437304! 
Food and Drug Administration 
Waterview Corporate Center 
10 Watenriew Blvd., 3rd Floor 
Parsippany. NJ 07054 

WARNING LETTER 

CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 

December 4,2002 
File # 03-NWJ-02 

Mr. Thomas A. Henrich 
President 
D. L. Mathews & Co. Inc. 
100 Dartmouth Drive 
Swedesboro, New Jersey 08085 

Dear Mr. Henrich: 

We inspected your firm, located at 100 Dartmouth Drive, Swedesboro, New Jersey on 
September 16,17 & 23,2002 and found that you have serious deviations from the U. S. 
Food and Drug Administration’s (FDA) Title 2 1, Code of Federal Regulations, Part 123 - 
Fish and Fishery Products (Seafood HACCP regulations). In accordance with 21 CFR 
1-23.6(g), the failure of a processor to have and implement a HACCP plan that complies 
with this section or otherwise operate in accordance with the requirements of Part 123, 
renders that processor’s fishery products adulterated within the meaning of Section 
402(a)(4) of the Federal Food, Drug and Cosmetic Act (the Act) (Section 342(a)(4), Title 
2 1, United States Code). Accordingly, the deviations noted at the inspection cause your 
ready-to-eat (RTE) seafood products, including salads, pasteurized crabmeat, jarred 
herring and vacuum-packed smoked fish to be adulterated within the meaning of section 
402(a)(4) of the Federal Food Drug & Cosmetic Act (the Act), in that it was prepared, 
packed, or held under insanitary conditions whereby it may have been rendered injurious 
to health. Some of these deviations were also noted and brought to your attention at a 
previous inspection on May 29-3 1,200 1, and were the subject of a letter to your firm 
from FDA dated August 20,200 1. 

You can find the Act and the seafood HACCP regulations through links in FDA’s home 
page at http://www.f&.gov. The third edition of the Fish and Fisheries Products Hazards 
and Controls Guidance, which we also recommend that you use as a reference, can also 
be found on-line at http://www.cfsan.fda.gov/-comm/haccp4.html. 
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The deviations were as follows: 

l Your firm  does not have written I-IACCP plans for the mndary receipt and 
subsequent retigerated storage of RTB vacuum -packed smoked fish products, 
pastdzcd crabm eat, jarred herring products, RTE seafood salads and RTE smokd 
fish In order to com ply with 21 CFR 123.6(b), you m ust bavc written HACCP plans 
to control the pom iai food Safety iuEards of huam hlc form ation, pahgul grwth 
m dclostridirrm B oftlliwm !toxinform atonfsrtheseproduc$.~i~~ 
collaztcdbyourin~duringthe~~thtyour#xivem drton 
~producbona~~basis.YourIsclrofwriftenHACBp~s)tocoa$olthe 
potentialfoodsafecy~inhereatinthesepodudswaspreviouslybroughtto 
yourrttentioaduringo9utast~~on~y29131,2001 arxlagaininourletter 
dated August 20,200l. 

l You m ust have written HACCP plan(s) that ideatifL the appropriate critical con&o1 
poincs(CCPs)neededtocontroIthefoodsafetyhnlrardginherentinthe~h 
fi8hay product8 you redve, store and di8triiutc. You m ust then implement an 
effactiveFbOOrdk~~(LILd~~Oy8fCmoffbCCCPstQeatifiedinyour 
HACCP plan(s) in ofdcr to com ply with 21 CFR 123.6(c)(4). However, your cum ent 
IllOKi~dracordkaepingsystani8~~‘~yoUonly-thC 

cxam plc+yaacitcm per+M eccival~m lmi~~potulti8ltcm pmturc 
zd~wF not ~tute a ye=-? -Ma S-Y, w’dulpaaitaring 

tem pmwofthedcllvay~~at~docsnot~tutean 
adcqwLtem oni~~.Yourm oni~~fkthcstorageof 
potentially- fi8h8ndfishayploductsisal8o~asnom onitoring 
procedure is in place which provides assurance that these products are continuously 
m aintained at or below 40% . 

Failure to promptly correct these violations may r#lult in regulatory action without 
fiuther notice, 8uch as 8dzurc of your products and/or iqjundion. 
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Please respond in writing within fifteen (15) working days from  your receipt of this letter. 
Your response should outline the specific things you are doing to correct these deviations. 
You m ay wish to include in your response docum entation such as a revised HACCP plan, 
revised m onitoring procedures, copies of revised m onitoring records or other useful 
inform ation that would assist us in evaluating your corrections. If you cannot com plete all 
corrections before you respond, we expect that you will explain the reason for the delay 
and provide a deadline by which the corrections will be com pleted. 

This letter m ay not list all deviations at your f&ility. You are responsible for ensuring 
that your processing plant operates in eom plianee with the Act, the Seafood HACCP 
regulations and the Current Good M anufacturing Practice regulations (21 CFR 110). You 
also have a responsibility to use procedures to prevent further violations of the Federal 
Food, Drug and Cosm etic Act and all applicable regulations. 

Your response to this letter should be died to the U.S. Food and Drug Administration, 
A ttention: Richard D. M anney, Com pliance Officer at the address and telephone num ber 
listed above. 

Dough& L E Ilsworth 
District Dire&or 
New Jersey District 


